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AMKNDMI-NT AND RESPONSE TO OFFICE ACTION 



The Ctajm,s 



1. (prc\iou.sl\' presented) A lopical ainifungal s.'ompo.sition coniprising: 

a) a thcrapcuiicaliy effective amount of an antifunga! compoiint! for ireaiing a fungal 
disease or n phiinnyceuticaily ttecepiabte salt thereof; and 

h» •! iih'idpL'ufically effective amount ofa kuvto lev,. ;ri p'>tencv' steroidal ants- 
InilammaifM;- causing minimal skin atrophy, striae anU hypopigniesnaiion, in a coucciUfation 
hoK^■con llOl \v{% and 5,0 svt%, and having a higher potency ihan 1 \vt% hydmeortisDne. 

2. {prtHiously pmscated} The aniifiingo! composition ofcJaini I wherein the steroidal antN 
irtihitnuiiitory iiaj; the Ibjiowtng smicturc; 



< ^ I ^ < i r\Ku\ ! yuHjp^;, R ^ and l<2 taLen t^^uethei can be C'J-C'iO c\^k>aP - > >no i< 
! d t< I Lndepetxicntly eau be i I C1-CI0 alkyl, Ci-ClO alkcnvK C3-C10 e><„j.) Jk> l 
nenvl, <;7-Chj phcnyhilkyi, cai-boxyJrtte, suilbny!, phosphoryL and phosphony! groups. 





]\'iD \om KZ'i :otn 

^M! MMif Nf vtsD RPSF-ONSr KJOI-FiCf A< TION 

} t\ Kmsh pfcseinecij ! he composnion ofciaim i whercm PLf- R2. R3. and R.{ 

jioi i( UN iiiUi IN n ( \{ v.tiisl p'l.p^! }ih>.j;i\f and )?hf rnii icJhv ' 'huns 

rn> mm Ms k (ksonuic and U^e aiitiiungal compound is* clolruna/oic 

(uu^jinan Ihc t.omposiHoii of claim ^ cmUmm^ 0 01 ui % tu 5 0% \sl % 

(1 101 lyin^il) fhc camjx-)SUiuu of claini 5 cunuining U.i \vt % lo 5 %vt % 

{ previously prca<;iUt;(() The cotnposition of claim I whu'ein the slcroicial anti- 
'i!'L :n n.r.c ■\ is so1<.ckHi from the yroup cunsjslf% orFluocimlonc accionidc, ! lydiocortisone 
vak'iaJc, i lydrutortisone butyrate, Aiclometasone dtpropionate, Dcsonide. find hy droconistone 

S (orir-iiial) The composition uf claim I whereta the aniifungal is selected from the 
1, -'M!;' consisting ofpoiyene tjpc antifungal agents and azok type antifungal agents. 

" u. i- i-iM] i ho u.usii'^si'i'^r. •^fcl.-'in! H wheitjin ihc annfuni^al is selccied from the 
iiiom i..>as.^uu]i of Viuphotcricau B. Nysuitin. i"lucyiosin. Natamycin, Kctoconazolc. 
I c^>iJoazok. i\hci>na/oIe, itraconazole. Fluconazole. ISctjnazolc. Ciotrimaicoio, GrlseofLih in, 
' } sf^on ok I utoiw/of^, I tou>na/o}e, CIoumia?otc, Siivei Sulfadia/tne. C(clopuu\ olammc, 
and rettjiKHiiic. 

. 1 h,' .Oinpo,qiK)ti of claim i , \%ijcrcjii the composition k foiiii ihti. a as 

etc un, Oitnr-tC! i :,oJ, . imk loam powdcj. acjosnj. spra>, ^hamp^ o. 01 ifqutd .suhihun 

J j., . » ,t,.\! ^ .(AG i(5t! 



U.S.S.H. i 0/69 {,.928 

ut! \mu N J wn RrspoNsr ro ornr f action 

It s i i; 1 1 ( iiii ^ tit i )f 1 1 ! n 10 i p s 1 f pi f ) II iif{ " 1 ii \> 

l\ < 1 jU iiiu t k 1 1. soi^ tni d k fsi om tnioilttHt at k i-il ont humt„v,t nil Ali. m 
{^.pKsvi jtiv^ .ukKu Icuslone emulMilci and opuonaiiy uKliiduig an atid basse orbuMeniin 
aeenl U.5 ad)ijst the p! !. 

111) (i (. )ni ttu 'u t ^!<iu!i ' viK <. n ihi i ciV is sUi^t.ft,J l)om tht 
! n t isi<-it oi pi mIl ^ ill ' unIi u thvv>l htwltiu yisvo! p()'\t,i'n Ln<, l]>s-oK 
5 ! Ms uui poh L i^ih UK vompounUb tlK umolhcnt is sckuttd lioin the lk up 

-v^'^MNUiii.' wlmc p(,t!0lauifu, mincnl oiL propylene glycol Jicapr>'latc, lower ilun acki esleis 
ard U)\\ci ^Ukyi ctbcis ufpropylene glycol cctyi alcohol cctosteasvf alcohol, stcani alcohol 
..Miv uik! 'cV i -'-;.>!s u )N. .spermaceti wa\ ck\ while uit\. the hunioci ru t-, -.ek-i led !to ii ihc 
Li ojp cou'-tstjnu )i oi) cci n and s^ui bilol; and du' emuhifkr is selected Iroin die gioup cont-istm^^ 
.■i* i^Hcer } ^ntmostciualt;, ghcend monoleaie, t»teanc acfd, po!>o\yeihylene cctyi ctheu 
; (<!\o-;\cd\\lonc cctv>stcar)'l edier. poiyoxyt'tbylcne stearyl ether, and polyediyJejie glycol 
Mcri.rj:^ ^' . iji thv' or{>(.> lA acid m >>o!ef ted l.on die g oup n'MMslinf, oi h} Jjocftlojk ..uC .mu 
pj^;>p!K>nc at'k!. ihi,' opitun.d b;i^e is chosen irom diclhanolamlne, taedianolnmin^* aiul Sv'dtuni 
>>;:!x>xide, .^ptionaJ buftering agent is chosen itom monobasic sodium phosphate ,vu\ dilxun. 
>xhiir.^ nhi.spiidte..\iKi the piescn-aiixe is cluxs'cn from benzyl alcohol sodium bun/oatc and 
pamhens, 

i" luiL'Uuiji Ufe cuitifosition otM irn j v.hL.etn die .^nlilunja! ts an auuM 
.\ie<. u\i' lo ?!-„-ai lungai disease selected from the group coasf;^line; .li'tuicii peJii,, :iiiui c^'pit^F, 
istt'.a eonxHis, iinca versicolor, scalp ttusorders. tinea cruris, cind candidiasis^ 

6 MOtdo 



U. S.S.N. !(}/{)<)), 928 

niXD. OCTOBER :ino;5 

A-vn:!NDMriN'T.<\ND rUiSPONSE TO OPFfCE ACTION 

I" !|"'-' i^ti.-^lv [-(icMjntfJ^ A ineiliix' of Ircutiivi n fuiunil disease L\>mnri.sii]y 
'liiiunisio! in;,; i.,' a subjccl Hi nooJ of irerUnicnl the composition of any ofcluim ! -13 or 1 7, with a 
mm rtpplication oi ihii conipusiiioii two times per day to the affected areas, 

!5. a->r{gi!iai) The method of ctaim 14 wherein the subject is a chikf of under 10 years 

m.. 

^ ' ^^ t-''iJi li ' I tK mjthud ot ctaim 14 wherein the iimgai Jii>v> i.c is ^ei.-i ltd 'u m th.^ 
;rohf eonsisj'u oi i ni,c [>eJ!.s. tinta eapiiis, tinea corporis, Unea versicolor, ^^ilp dij,ordej.N, 
uiiea cruris, and. candidiasis. 

1 " . (picvjously prcsenied) 1 he composiiion of claim 1 vvhci-cin tfie steroidtU anti- 
.tiithtmmjttory is not laalcgenaled- 
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